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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to connmunication(s) filed on 26 July 2006 . 
2a)n This action is FINAL 2b)|3 This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11. 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 30-43 Is/are pending in the application. 

4a) Of the above claim(s) 30-36 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 37-43 is/are rejected. 
?)□ Claim (s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) S The specification is objected to by the Examiner. 

10) 13 The drawing(s) filed on ll'0<^0> is/are: a)H accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the con-ection is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) n The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Specification 

1 . The disclosure is objected to because of the following informalities: There is a 
line going through the first two lines of each page of the specification and the abstract. 
Additionally, page 6 line 2 of the specification recites the US Patent Application 
80/630,427, this application number does not exist. 

2. Appropriate correction is required. 

Election/Restrictions 

3. Claims 30-36 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 7-26-06. 

4. Applicant's election without traverse of group II claims 37-43, in the reply filed on 
7-26-06 is acknowledged. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 37-43 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 37 and 39 recite the phrase "cDNAs or nucleic acids derived from 
cDNAs." This phrase is vague and indefinite since it is unclear what the tenn "derived 
from" is intended to encompass. Therefore, the full scope of the nucleic acids derived 
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from said cDNAs cannot be properly ascertained, since the definition of phrase "derived 
from" is unclear. 

Additionally, the method recited in claims 37-43 Is vague and indefinite, since it is 
unclear how the ordinary skilled artisan would be able to select a potential antisense 
drug target by selecting the region with substantially more antisense transcription, 
wherein the relative expression of sense and antisense transcripts are transcribed from 
the same genomic region. If you are simply looking at the relative transcription of 
antisense and sense transcripts at the same genomic region, it is unclear how you 
would be able to predict that the same region that is examined would present a valid 
antisense drug target in comparison to other regions in the genome. 

Claim Rejections • 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which fonns the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, If the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (0 or (g) 
prior art under 35 U.S.C. 103(a). 

9. Claims 37-43 are rejected under 35 U.S.C. 103(a) as. being unpatentable over 
Stoughton et al. (6,370.478 B1) in view of Goff et al. (4,943,531). 

10. The following prior art is applied to the extent that a potential antisense drug 
target is identified by means identifying binding sites in a microarray wherein there is 
relatively strong transcription in comparison to transcription at other regions of the 
genome. 

Stoughton et al. discloses transcript arrays produced by hybridizing detectably 
labeled polynucleotides representing the mRNA transcripts present in a cell (e.g., 
fluorescently labeled cDNA synthesized from total cell mRNA) to a microarray. A 
microarray is a surface with an ordered array of binding (e.g., hybridization) sites for 
products of many of the genes in the genome of a cell or organism, preferably most or 
almost all of the genes. The arrays are reproducible, allowing multiple copies of a given 
array to be produced and easily compared with each other. Preferably the niicroanrays 
are small, usually smaller than 5 cm^, and they are made from materials that are stable 
under binding (e.g., nucleic acid hybridization) conditions. A given binding site or unique 
set of binding sites in the microarray will specifically bind the product of a single gene in 
the cell. When cDNA complementary to the RNA of a cell is made and hybridized to a 
microarray under suitable hybridization conditions, the level of hybridization to the site in 
the array corresponding to any particular gene will reflect the prevalence in the cell of 
mRNA transcribed from that gene. For example, when detectably labeled cDNA 
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complementary to the total cellular mRNA is hybridized to a microarray, the site on the 
array corresponding to a gene that is not transcribed in the cell will have little or no 
signal (e.g., fluorescent signal), and a gene for which the encoded mRNA is prevalent 
will have a relatively strong signal. Other preferred method for making microarrays is by 
making high-density oligonucleotide arrays. Techniques are known for producing arrays 
containing thousands of oligonucleotides complementary to defined sequences, at 
defined locations on a surface using photolithographic techniques for synthesis in situ. 

Moreover, Stoughton et al. teaches that antisense nucleic acids can be routinely 
designed to target virtually any mRNA sequences, and may be used to controllably 
perturb the translation of virtually any RNA species in a cell. (Col. 26, lines 7-40). 

Stoughton et al. does not teach the inhibition of second strand cDNA synthesis. 

Goff discusses expression of enzymatically active reverse transcriptase. With 
high levels of the enzyme, the 1200 base products were the predominant species, and 
the single strand products were not detected as a discrete species, indicating that after 
the completion of the full-length first strand, the DNA was efficiently looped back and 
used as a primer for the second-strand synthesis. To confirm that the 1200-base 
products were in fact the result of second-strand synthesis, DNA synthesis was 
performed in the presence of actinomycin D. Actinomycin D binds preferentially to 
double-stranded nucleic acids and therefore inhibits the second strand synthesis. The 
major products of cDNA synthesis of reticulocyte polyA.RNA with pB6B15.23 reverse 
transcriptase in the presence of actinomycin D were the 600 base species. No products 
larger than this species could be detected. 
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Therefore it would have been obvious at the time the invention was made to 
inhibit the second strand cDNA as taught by Goff for the method of Stoughton et al. The 
motivation is that as it reduces the number of unwanted species and therefore only the 
wanted single strand products can then be detected. 



11. Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Janet L. Epps-Ford whose telephone number is 571- 

272-0757. The examiner can nonnally be reached on M-F, 10:00 AM through 6:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor. Dave T. Nguyen can be reached on 571-272-0731 . The fax phone number 

for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infonnation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or accessto the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or.gf^272-1 000^^ ^ 
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